
From: Maureen Johnson
To: David Bussard
Cc: Lynn Flowers; Kathleen Deener; Norman Birchfield
Subject: Re: SEE REQUEST TO PULL DOWN DRAFT re EtO
Date: 06/12/2012 03:57 PM

Okay.. just heard from Jeannie and it looks like a file by another name was in fact posted on the iris web site on March 21st. So the librarians must have picked this up and posted it on NSCEP thinking it was intentional. I am looking through my files and email, but I don't see where this file came from.  It looks like it may have accidentally been copied up from the interagency folder to the production folder somehow. I have removed the source file and Jeannie is refreshing the NSCEP site so that it will be pulled from there in a few hours
(after the index is re-built). Sorry about this and to wrongfully put any blame on the reviewers...

Maureen Johnson
_______________
email: johnson.maureen@epa.gov  / Ph: 703-347-8611 (M-W) / Ph: 202-641-7876 (T-F)/ Cell: 202-641-7876 / NCEA Webmaster, NCEA, ORD, USEPA

▼ Maureen Johnson---06/12/2012 03:42:18 PM---Hi David,    Okay, I have tracked down the EPA manager of the NSCEP web site (Jeannie Turner) and sh

From:    Maureen Johnson/DC/USEPA/US
To:    David Bussard/DC/USEPA/US@EPA
Cc:    Lynn Flowers/DC/USEPA/US@EPA, Kathleen Deener/DC/USEPA/US@EPA, Norman Birchfield/DC/USEPA/US@EPA
Date:    06/12/2012 03:42 PM
Subject:    Re: SEE REQUEST TO PULL DOWN DRAFT re EtO

Hi David,
   Okay, I have tracked down the EPA manager of the NSCEP web site (Jeannie Turner) and she will pull the report off-line. She said she would inquire within her support staff as to where this came from and how it ended up getting posted. It also looks like there were several errors in the way this was entered into their system, so this may lead to more information. 

So 1) it should be offline soon and 2) I will let you know when we learn more, but I can honestly say, it was not released from the NCEA or SI websites in EIMS. The records for the site we created for this event is still in "pending" mode and there are no attachments in the database. This likely means it was still being built. The version looks exactly like the one that was released for step 6, final agency and interagency review.  Our suspicion is that this was submitted to NSCEP from one the Agency Reviewers or someone who had access
to the password protected web site.

I'll let you know when I learn more, Maureen

Maureen Johnson
_______________
email: johnson.maureen@epa.gov  / Ph: 703-347-8611 (M-W) / Ph: 202-641-7876 (T-F)/ Cell: 202-641-7876 / NCEA Webmaster, NCEA, ORD, USEPA

▼ David Bussard---06/12/2012 01:36:39 PM-------- Forwarded by David Bussard/DC/USEPA/US on 06/12/2012 01:36 PM ----- From: Lynn Flowers/DC/USEP

From:    David Bussard/DC/USEPA/US
To:    Maureen Johnson/DC/USEPA/US@EPA
Date:    06/12/2012 01:36 PM
Subject:    SEE REQUEST TO PULL DOWN DRAFT re EtO

----- Forwarded by David Bussard/DC/USEPA/US on 06/12/2012 01:36 PM -----

From:    Lynn Flowers/DC/USEPA/US
To:    David Bussard/DC/USEPA/US@EPA
Cc:    Becki Clark/DC/USEPA/US@EPA, Charles Ris/DC/USEPA/US@EPA, Darrell Winner/DC/USEPA/US@EPA, Elizabeth Corona/DC/USEPA/US@EPA, Elizabeth Erwin/DC/USEPA/US@EPA, Kathleen Deener/DC/USEPA/US@EPA, Norman Birchfield/DC/USEPA/US@EPA, Ted Berner/DC/USEPA/US@EPA
Date:    06/12/2012 01:16 PM
Subject:    Re: This has a link to our draft assessment!___ Draft EPA Analysis Sees Stricter Limit For Ethylene Oxide, Worrying Industry (Risk Policy Report)

David: can you get someone to work with Maureen Johnson to get this removed from the website? Thanks!!
-----------------
Sent by EPA Wireless E-Mail Services

▼ David Bussard

    ----- Original Message -----
    From: David Bussard
    Sent: 06/12/2012 01:13 PM EDT
    To: Lynn Flowers
    Cc: Becki Clark; Charles Ris; Darrell Winner; Elizabeth Corona; Elizabeth Erwin; Kathleen Deener; Norman Birchfield; Ted Berner
    Subject: Re: This has a link to our draft assessment!___ Draft EPA Analysis Sees Stricter Limit For Ethylene Oxide, Worrying Industry (Risk Policy Report)

I see the July 2011 draft at two URLs that come up when I do a Google search with the string:  epa iris ethylene oxide July 2011

No idea why this are on an EPA website.

 It comes out at the top of the Google search using the following string:   

http://nepis.epa.gov/Exe/ZyNET.exe/P100E053.TXT?
ZyActionD=ZyDocument&Client=EPA&Index=2011+Thru+2015&Docs=&Query=FNAME%3DP100E053.TXT%20or%20(%20epa%20or%20iris%20or%20ethylene%20or%20oxide%20or%20July)&Time=&EndTime=&SearchMethod=1&TocRestrict=n&Toc=&TocEntry=&QField=&QFieldYear=&QFieldMonth=&QFieldDay=&UseQField=&IntQFieldOp=1&ExtQFieldOp=1&XmlQuery=&File=D%3A%5Czyfiles%5CIndex%20Data%5C11thru15%5CTxt%5C00000004%5CP100E053.txt&User=ANONYMOUS&Password=anonymous&SortMethod=h%7C-
&MaximumDocuments=10&FuzzyDegree=0&ImageQuality=r75g8/r75g8/x150y150g16/i425&Display=p%7Cf&DefSeekPage=x&SearchBack=ZyActionL&Back=ZyActionS&BackDesc=Results%20page&MaximumPages=1&ZyEntry=1&SeekPage=x&ZyPURL

It also is there as the third Google entries:  e.g.,  http://nepis.epa.gov/Adobe/PDF/P100E053.PDF

I can't locate it if I use the search engine within EPA's website.

David

▼ Lynn Flowers---06/12/2012 12:58:36 PM---This takes you right to our July 2011 Final AR/IAR draft assessment . ACC says in the write up that

From:    Lynn Flowers/DC/USEPA/US
To:    David Bussard/DC/USEPA/US@EPA, Charles Ris/DC/USEPA/US@EPA, Becki Clark/DC/USEPA/US@EPA, Darrell Winner/DC/USEPA/US@EPA, Kathleen Deener/DC/USEPA/US@EPA, Elizabeth Erwin/DC/USEPA/US@EPA, Elizabeth Corona/DC/USEPA/US@EPA, Ted Berner/DC/USEPA/US@EPA, Norman Birchfield/DC/USEPA/US@EPA
Date:    06/12/2012 12:58 PM
Subject:    This has a link to our draft assessment!___ Draft EPA Analysis Sees Stricter Limit For Ethylene Oxide, Worrying Industry (Risk Policy Report)

This takes you right to our July 2011 Final AR/IAR draft assessment . ACC says in the write up that they found it on our website.

Lynn Flowers, PhD, DABT
Associate Director for Health
National Center for Environmental Assessment
Phone: 703-347-8537

----- Forwarded by Lynn Flowers/DC/USEPA/US on 06/12/2012 12:56 PM -----

From:    Elizabeth Erwin/DC/USEPA/US
To:    Abdel Kadry/DC/USEPA/US@EPA, Alan Sasso/DC/USEPA/US@EPA, Allan Marcus/RTP/USEPA/US@EPA, Allen Davis/RTP/USEPA/US@EPA, Amanda Boone-Edwards/DC/USEPA/US@EPA, Amanda Persad/DC/USEPA/US@EPA, AmandaM Evans/CI/USEPA/US@EPA, Andrew Hotchkiss/RTP/USEPA/US@EPA, Andrew Kraft/DC/USEPA/US@EPA, Anne Grambsch/DC/USEPA/US@EPA, Annette Gatchett/CI/USEPA/US@EPA, Annie Jarabek/RTP/USEPA/US@EPA, April Luke/DC/USEPA/US@EPA, Audrey Galizia/ED/USEPA/US@EPA, Barbara Buckley/RTP/USEPA/US@EPA, Barbara Glenn/DC/USEPA/US@EPA, Barbara Wright/RTP/USEPA/US@EPA, Becki Clark/DC/USEPA/US@EPA, Belinda
Hawkins/CI/USEPA/US@EPA, Bette Zwayer/CI/USEPA/US@EPA, Bob Frederick/DC/USEPA/US@EPA, Bob Sonawane/DC/USEPA/US@EPA, Brenda Carmichael/DC/USEPA/US@EPA, Catherine Gibbons/DC/USEPA/US@EPA, Charles Ris/DC/USEPA/US@EPA, chonshoaf@gmail.com, Chris Cubbison/CI/USEPA/US@EPA, Christina Bonanni/DC/USEPA/US@EPA, Christina Powers/RTP/USEPA/US@EPA, Christine Cai/DC/USEPA/US@EPA, Christine Ross/DC/USEPA/US@EPA, Christopher Sheth/DC/USEPA/US@EPA, Connie Kang/DC/USEPA/US@EPA, Dan Petersen/CI/USEPA/US@EPA, Danielle Moore/RTP/USEPA/US@EPA, Darrell Winner/DC/USEPA/US@EPA, David Bussard/DC/USEPA/US@EPA,
Deborah Segal/DC/USEPA/US@EPA, Debra Walsh/RTP/USEPA/US@EPA, DebraL Jones/DC/USEPA/US@EPA, Denice Shaw/DC/USEPA/US@EPA, Doug Johns/RTP/USEPA/US@EPA, Elizabeth Corona/DC/USEPA/US@EPA, Elizabeth Erwin/DC/USEPA/US@EPA, Eva McLanahan/RTP/USEPA/US@EPA, Geniece Lehmann/RTP/USEPA/US@EPA, Gina Perovich/DC/USEPA/US@EPA, Glenn Suter/CI/USEPA/US@EPA, Harlal Choudhury/CI/USEPA/US@EPA, Helen Knecht/CI/USEPA/US@EPA, Hui-Min Yang/DC/USEPA/US@EPA, Ila Cote/RTP/USEPA/US@EPA, James Avery/DC/USEPA/US@EPA, James Ball/DC/USEPA/US@EPA, Jamie Strong/DC/USEPA/US@EPA, Janet Gamble/DC/USEPA/US@EPA,
JaniceS Lee/RTP/USEPA/US@EPA, Jeff Frithsen/DC/USEPA/US@EPA, Jennifer Jinot/DC/USEPA/US@EPA, John Vandenberg/RTP/USEPA/US@EPA, Jon Reid/CI/USEPA/US@EPA, Jonathan-Phillip Kaiser/CI/USEPA/US@EPA, Jordan Trecki/DC/USEPA/US@EPA, Karen Hammerstrom/DC/USEPA/US@EPA, Karen Hogan/DC/USEPA/US@EPA, Kate Guyton/DC/USEPA/US@EPA, Kathleen Deener/DC/USEPA/US@EPA, Kathleen Newhouse/DC/USEPA/US@EPA, Kathleen Raffaele/DC/USEPA/US@EPA, Kelly Serfling/DC/USEPA/US@EPA, Krista Christensen/DC/USEPA/US@EPA, Laurie Alexander/DC/USEPA/US@EPA, Leonid Kopylev/DC/USEPA/US@EPA, Lisa Vinikoor-Imler/RTP/USEPA/US@EPA, Louis
D'Amico/DC/USEPA/US@EPA, Lucy Curtis/DC/USEPA/US@EPA, Lynn Flowers/DC/USEPA/US@EPA, Madalene Stevens/DC/USEPA/US@EPA, Malcolm Field/DC/USEPA/US@EPA, Margaret Pratt/DC/USEPA/US@EPA, Maria Spassova/DC/USEPA/US@EPA, Marian Rutigliano/DC/USEPA/US@EPA, Martin Gehlhaus/DC/USEPA/US@EPA, Mary Ross/RTP/USEPA/US@EPA, Maureen Gwinn/DC/USEPA/US@EPA, Michael Slimak/DC/USEPA/US@EPA, Michael Troyer/CI/USEPA/US@EPA, Michael Wright/CI/USEPA/US@EPA, Nagu Keshava/RTP/USEPA/US@EPA, Nina Wang/CI/USEPA/US@EPA, Norman Birchfield/DC/USEPA/US@EPA, Patricia Gillespie/RTP/USEPA/US@EPA, Patricia
Murphy/ED/USEPA/US@EPA, Paul Schlosser/RTP/USEPA/US@EPA, Paul White/DC/USEPA/US@EPA, Peter Preuss/DC/USEPA/US@EPA, Reeder Sams/RTP/USEPA/US@EPA, Samantha Jones/DC/USEPA/US@EPA, Stan Barone/DC/USEPA/US@EPA, Stella Spyropoulos/DC/USEPA/US@EPA, Sury Vulimiri/DC/USEPA/US@EPA, Susan Makris/DC/USEPA/US@EPA, Susan Rieth/DC/USEPA/US@EPA, Suzanne Martos/DC/USEPA/US@EPA, Ted Berner/DC/USEPA/US@EPA, Teneille Walker/DC/USEPA/US@EPA, Thomas Bateson/DC/USEPA/US@EPA, Todd Blessinger/DC/USEPA/US@EPA, Tom Long/RTP/USEPA/US@EPA, Vincent Cogliano/DC/USEPA/US@EPA, Weihsueh Chiu/DC/USEPA/US@EPA,
Yolanda Sanchez/DC/USEPA/US@EPA, George Woodall/RTP/USEPA/US@EPA, Keith Salazar/DC/USEPA/US@EPA
Date:    06/12/2012 09:32 AM
Subject:    NEWS UPDATES: Draft EPA Analysis Sees Stricter Limit For Ethylene Oxide, Worrying Industry (Risk Policy Report)

Draft EPA Analysis Sees Stricter Limit For Ethylene Oxide, Worrying Industry
Posted: June 11, 2012

EPA is proposing to strengthen its publicly released 2006 draft toxicity value for ethylene oxide (EtO), a chemical intermediate and medical sterilizer, according to a 2011 working draft Integrated Risk Information System (IRIS) assessment, worrying industry officials who fear the upcoming final version will adopt a limit at least as strict as proposed in 2006.

According to the 2011 working draft IRIS assessment crafted by EPA's National Center for Environmental Assessment (NCEA), the agency is proposing a slightly steeper estimate of cancer potency -- or inhalation unit risk (IUR) -- of 1.8 x 10^-3 per micrograms per cubic meter (ug/m^3), representing a higher lifetime risk from the 1.5 x 10^-3 per ug/m^3 value the agency proposed publicly in 2006. Relevant documents are available on InsideEPA.com. (Doc ID: 2401408)

The 2011 draft assessment also maintains agency findings from 2006 that the chemical is a mutagen -- a finding that EPA's cancer assessment policy generally requires risk assessors to use conservative, linear default assumptions that assume no safe level of exposure -- and also retains the use of additional safety factors to protect children from exposures, one of the first times EPA has done so.

Use of the additional safety factor resulted in EPA strengthening its estimates for lifetime risk of contracting cancer from EtO exposure by roughly two-thirds, as the agency multiplies the cancer risk from ages 0 to 2 by a factor of 10 and the risk from ages 2 to 16 by a factor of three.

The draft assessment also indicates that EPA appears to address unanimous calls by its Science Advisory Board (SAB) to revise the exposure data it used in the 2006 draft IRIS assessment -- a hurdle that had forced the agency to revise the assessment (Risk Policy Report, Jan. 24, 2008).

In particular, the SAB calls for EPA to conduct "direct analysis of the individual exposure and cancer outcome data" collected by the National Institute for Occupational Safety & Health (NIOSH), rather than the "grouped data" presented in a 1993 epidemiological study that organized the NIOSH information according to exposure level and was utilized by EPA in crafting its draft EtO cancer risk models. In the 2011 draft, EPA says it consulted with one of the investigators from the NIOSH cohort studies to come up with an alternative model that tries to address the SAB's concern.

The final assessment is slated for publication at the end of fiscal year 2012, according to EPA's website, though the agency has already delayed issuance of the document several times.

But the draft findings are raising concerns from chemical industry officials. Bill Gulledge, senior director with the American Chemistry Council, said during a workshop at the Texas Council on Environmental Quality on May 24that his group found the IRIS document in a search on EPA's website a few months ago.

He said that the study's findings suggest that the risk estimates in the agency's final IRIS assessment could be largely similar to the draft, carrying potentially significant regulatory implications for companies using the chemical.

"The bottom line is, in this document, we haven't seen any [significant] change" from EPA's 2006 draft, Gulledge said. "I say the big 'but' is that the final IRIS assessment is not available. It may indicate that this may all change. We just don't know."

EtO is registered as a pesticide under the Federal Insecticide, Fungicide & Rodenticide Act, and it is used in health care facilities to sterilize medical equipment. The chemical is also used as an intermediate in the production of other chemicals such as ethylene glycol, which in turn is used to produce antifreeze, or to produce surfactants in household and industrial detergents.

But EPA and others have long been concerned that exposure to the chemical poses risks of breast and lymph cancers. Since February 2010, EPA has required a single-chamber process -- where medical equipment sterilization and aeration occur in the same chamber -- for ethylene oxide sterilization in hospitals and health care facilities such as clinics and nursing homes, as a means of reducing potential long-term non-cancer and cancer risks for workers in those facilities.

The 2006 draft IRIS assessment for EtO found sufficient evidence for a mutagenic mode of action, and, consistent with the agency's 2005 cancer assessment policy, proposed boosting its 1985 IUR of 1 x 10^-4 per ug/m^3 to a stricter-risk value of 1.5 per ug/m^3.

The new assessment relied on EPA's 2005 cancer assessment policy, which generally requires risk assessors to use conservative linear risk models that assume no safe level of exposure when substances cause cancer by genetic mutation or if their mode of action is unknown.

The draft assessment was also one of the first to rely on EPA's supplemental cancer assessment policy that allows the agency to use additional risk safety factors to protect children's health when setting toxicity values -- an approach that agency science advisers later endorsed.

Although multiple bodies -- the National Toxicology Program and the International Agency for Research on Cancer (IARC) -- have classified EtO as a known carcinogen, other bodies such as the American Conference of Government Industrial Hygienists (ACGIH) and NIOSH have cited limited evidence of EtO's carcinogenicity in humans in classifying it as a suspected carcinogen.

EPA acknowledges these differences, saying in the draft that "although evidence of carcinogenicity from human studies was deemed short of conclusive on its own, EtO is characterized as carcinogenic to humans by the inhalation route of exposure based on the total weight of evidence," in accordance with EPA's 2005 cancer assessment guidelines.

EPA said that supporting information includes strong, but less than conclusive, evidence of lymphohematopoietic cancers and some evidence of breast cancer in EtO-exposed workers, extensive evidence of carcinogenicity in laboratory animals, clear evidence that EtO is genotoxic and sufficient weight of evidence to support a mutagenic mode of action for EtO carcinogenicity, and strong evidence that the key precursor events are anticipated to occur in humans and progress to tumors, including evidence of chromosome damage in humans exposed to EtO.

ACC's Gulledge pointed to the institutional disagreement and the range of existing evidence saying ACC would probably consider EtO to be a suspected carcinogen and that its carcinogenicity, if any, is likely to be weak. Additionally, Gulledge in his presentation took issue with the risk values for carcinogenicity that EPA gave both in its 2006 IRIS draft and in the 2011 draft, saying they reflect additional exposure to EtO that is roughly three orders of magnitude lower than what is endogenously occurring in the human body.

Gulledge cited both of those points in comparing the EPA draft assessment for EtO with the agency's much-criticized draft IRIS assessment of formaldehyde, which came under fire in a scathing National Academy of Sciences (NAS) report last year.

The agency concluded in its formaldehyde assessment that the chemical is carcinogenic, could cause lymphohematopoietic cancers -- a class of cancers that includes leukemia -- as well as nasal cancers and other non-cancer effects. EPA also calculated a strict, and highly controversial, IUR. NAS is preparing to undertake a broader review of the agency's IRIS program.

"I looked at this evidence, and said this is an awful lot like formaldehyde, where you have a low potential mutagen, you have exposure levels that are naturally occurring that are way above the level EPA is proposing as its unit risk estimate," Gulledge said in a phone interview.

He implored EPA to have a more rigorous, detailed characterization of the mode of action by which the agency alleges EtO to cause cancer, to better consider human exposures in the context of background EtO levels in setting reference doses and "using lessons from the NAS review of formaldehyde," such as being more transparent with how it conducts its weight-of-evidence analysis.

Still, Gulledge signaled that ACC would very likely continue its criticism of the final IRIS assessment if it's highly similar to the 2006 draft, and would consider even putting out a peer-reviewed article in response. "We'll come up with what we feel the risk should be, at least our thoughts on it, and back it up with all the science that we can," Gulledge said in the interview.

Gulledge also criticized EPA's use of additional safety factors to protect children. He said that the use of such age dependent adjustment factors is generally appropriate but should be used "on a chemical-specific basis" when an exposure pathway for children can be established, and "there really isn't an exposure pathway [for EtO] that's going to lead to children's exposure." -- Puneet Kollipara

Elizabeth Erwin
National Center for Environmental Assessment
Office of Research and Development
U.S. Environmental Protection Agency
Office: (703) 347-0205
Blackberry: (571) 247-3051
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